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Facilitating Decision Making, Adjustment, and Coping in Men Newly Diagnosed
with Prostate Cancer
Michael A. Diefenbach, Ph.D.
Fox Chase Cancer Center

INTRODUCTION:

The study evaluates an intervention designed to facilitate treatment decision making, adjustment,
and coping among early-stage prostate cancer patients and their spouse/partners, in a randomized
controlled trial. The intervention is based on the Cognitive-Social Health Information
Processing (C-SHIP) framework that postulates that decision making is determined by cognitive
factors (i.e., perceptions about vulnerability; expectancies and beliefs; values and goals),
affective factors (i.e., concerns and worry about the disease and its treatment), as well as self-
regulatory skills (i.e., the ability to manage distress and effectively execute recommended
behaviors). The goal of the Cognitive and Affective Reactions and Expectations (CARE)
Intervention is to facilitate treatment decision making, by improving understanding of disease
and treatment related facts, as well as by preparing the patient and his spouse/partner to
anticipate the medical and psychological consequences of the disease and its treatment. This is
being done in the context of a structured counseling session (approximate duration 45 min).
Specifically, the patient’s and spouse/partner’s cognitive and emotional reactions to the
following areas are explored: the treatment itself; potential side effects; long-term treatment
success; relationship with others; and stress-management strategies. The efficacy of the
intervention will be evaluated systematically with General Health Intervention (GHI) serving as
a comparison condition, controlling for time and attention. In the GHI condition patients (and
their spouse/partners) will receive and discuss current recommendations for general health (i.e.,
nutrition and stress management) and will explore their own attitudes, beliefs, and feelings on
these topics with a health educator. Assessments will be obtained at baseline, and 6 weeks later,
to assess treatment decisions, and at 6 months and 12 months post baseline to assess long-term

adjustment and coping.

We are well underway in addressing these objectives and have successfully completed the tasks

set forth in the Statement of Work for the first year of this study.




BODY:
RESEARCH ACCOMPLISHMENTS:

The following are tasks taken from the approved Statement of Work

Year 1: Task 1
A) Training of Personnel —
All relevant personnel (Health Educators and Research Assistants) completed
extensive training and practice in delivering the required intervention (CARE
or GHI). All personnel have completed an online course on the conduct of
human research as required by Fox Chase Cancer Center’s (FCCC) Internal
Review Board (IRB). All personnel have been trained to administer the
consent form and to function as a witness to the signing of the consent form.
Personnel are trained to answer any questions about the study that might arise.
For quality control and continued training, the PI reviews audiotapes of
completed CARE and GHI sessions on a regular basis to assess delivery of

and adherence to the protocols.

B) Pre-testing Measures and Interventions

Protocols for both CARE and GHI sessions were reviewed and approved by
the collaborating physicians, the IRB of FCCC, and DOD. Interventions were
pilot tested (5 CARE; 5 GHI) with the target population.

C) Establishing a Database and Code Books

The data management group of FCCC has developed an Oracle database for
storage of questionnaire data (baseline, 6 week, 6 month, and 12 month
questionnaires) and developed input screens for entering the data. The system
has been tested for accuracy and reliability. The database is programmed to
provide reminders about follow-up assessments and follow-up phone calls to
obtain assessments from participants who are delayed in returning their

questionnaires. In addition, algorithms have been developed to convert data




from the Oracle database into a SPSS database. SPSS is a statistical program

for social sciences that allows for the complete analyses of data.

Year 1: Task 2

A) Participant Recruitment and Enrollment:

To maximize patient recruitment, we designed flyers and brochures
informing patients about the study. After these materials had been approved
by the IRB they were placed in the waiting areas with high patient traffic
(Appendix A). This has proven to be effective for generating interest in the
study by eligible patients. Recruitment started in March 2001. Men who
have early stage prostate cancer and who scheduled a treatment consultation
with a physician at FCCC was referred into the study. As projected, we
contact 20 eligible patients and schedule 18 sessions a month (11 CARE and
7 GHI). Recruitment has been consistent during the past eight months, but
has been negatively affected by the number of eligible patients who choose to
come to their appointments alone rather than with a spouse/partner. Eighty-

six percent of those contacted agree to participate.

We currently have a 74% completion rate among the sessions that are
scheduled. Out of 135 sessions that were originally scheduled (74 CARE; 61
GHI), 100 (i.e., 74%) sessions were completed. Of those 100 completed
CARE/GHI sessions (58 CARE; 42 GHI), 99 of the couples are still actively
participating (58 CARE; 41 GHI). Patients who initially agreed to
participate in the study terminated their participation for the following
reasons: 1) approximately 20% of patients cancel their treatment consultation
with the physician; 2) approximately 50% of patients choose not to
participate in the study because their treatment consultation appointment was
extensively delayed by the physician; these participants spend an average of
45-60 minutes with the physician, have appointments scheduled late in the

afternoon and have to travel more than 30 minutes to reach FCCC; 3) the




remainder of patients (approximately 30%) declined participation after they
completed their treatment consultation for various other reasons (e.g., thought
they received enough information from physician, were fatigued, or changed

their mind).

B) Initiate Assessments:
Baselines were given to 100 couples that completed a CARE or GHI session.
We currently have an overall 70% return rate for the baseline questionnaire

(patient 69% and spouse/partner 71%).

C) Complete 6-week follow-up

-Participants who did not indicate a treatment decision in their baseline
questionnaire were sent a 6-week follow-up questionnaire. Of the 99 couples
that completed a baseline questionnaire, seven required a 6-week follow-up
questionnaire. The return rate of this assessment is 100%. In September 2001

we began mailing the 6-months follow-up questionnaire to participants.

D) Check Incoming Data for accuracy, Enter data into Data Base
All returned questionnaires are checked and entered into the database by the
research assistant. Questionnaires are checked for completeness and inclusion

of comments or questions posed by the participants.

Other Accomplishments:

We found that the 45-minute time allotment for the CARE and GHI sessions was not
adequate to cover all of the information included in the protocol. We recognized that
participants had just completed a consultation with the physician and although they were
willing to participate, they often were pressed for time. To compensate for this, we
developed a brief booklet that addresses the topic of stress management, which is handed
to participants in both groups. The material in the booklet is identical to the material in
the protocol that was approved by the IRB. For the GHI group we summarize the

information in a second booklet. We have received positive feedback from participants




about the booklets (see Appendix B). In addition, we developed flip charts illustrating
the main points of the protocol (see Appendix C).

To minimize participant attrition prior to their session appointment, couples are reminded
through a postcard about their scheduled session with the health educator. To enhance
the return rate of questionnaires participants are contacted via telephone and/or postcard

reminding them to return their baseline or 6-month questionnaires.

KEY RESEARCH ACCOMPLISHMENTS:

e Training of personnel and human subject research certification

e Pilot testing and implementation of intervention (CARE) and comparison
session (GHI)

e Development of a database for participation information and assessments

e Development and implementation of visual materials for distribution to
participants and to illustrate session contents

e Participant recruitment meeting projected accrual goal

e Development of brochures and flyers materials to increase participant
recruitment

o Initiation of baseline and 6-month assessments

e Successful return rates for baseline and 6-month assessments

e Development of follow-up procedure for contacting participants to maintain

participation

REPORTABLE OUTCOMES
Data analyses are scheduled to begin in the first six months of Year 2 and will provide

preliminary insights into the efficacy of the CARE intervention.

CONCLUSIONS
The research is well underway and progresses as planned. All procedures are well
established and will be maintained to achieve our recruitment goals throughout year 2 of

the study.
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